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RRlfRcI ^ Rf] 77'HTRRT t, 41-TRlft % fRTT yehlPim f^RTT WST t 3fk 7JRRT St TRSt 11% 3TT?R 
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pH4]u| %icT4 j fSRcTMlOOII Rrl TTRlfRcT fsRTJ, RT Rt ‘TRR 4KfR f^RRTf R^ RTR7T PtvHl ®hPki ^ 
"37RT fRprf^J R>T R^ 3TRpR Rfl TRTfRT ^ R^ RPR 7RRRT SRI f^TRR (V»4I RRTTT t 
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3TR<R f^RFT 

1. (l) FT ^FT 3tk WH TTTRlft ( ^ftCFT) f^RFT, 2004 t I 

(2)^T VRFR % MRR eft eTTfoj <ft 5TfcT #rt! 

2. sfptfSr 3 ik jmtft f^nr, 1945 cjft sFpjtff ^ %- 

(i) “ fM” 3FT 3 3JT^r tncT “3tk 3>lf 3RJ R l PtHhcb l fl fe nj l cfrdm ?rf 
^TT ^TIFTT r ^ 'f 8 TFT W “3#? f^fR7, 2001 ^ ^ 3^slfkT JTTO FPTFTf eft 

T f^FTRT, eft<£ 3RJ fjbqicfjcIN ^ fcW uH^H |” ^ urftff | 

(ii) WT 1 “ ft^Rt 3ffc 'HiHjII cfr feP? 3T3$t RtPi^iuicmy) 3jk “l. ^TEJROT 

3%TF” <£ 3T£fFT— 

fa) “3. ^TTFT STT ^ W 3.4 5RFT cfTcR if 3fft cfft^T 

F^T” cf> ?3JH tr “SJR Chisel ^ ^ uflFt ; 

fa) fcl “7. cfTT 1£<fR22T, eR^ 3ft? Wcydl” eft ^ 7.7 ft “WP ftffalT, FM 

TpB^ <£ cpij^” Ul'sc^l efr ^3JRT tr “ cftfeFTT/FRJ ftfeft ^ cRT%” dlfa • 

fa ft?T “ 8. fftffaftR 3ft? Pl4d u l” cfc 8.2.2 ft “ FT Stfa eft Weft 

tj^cwmu) eft \3^cf) 3FJ’IfeFT 3ft? ftenajt ft> F?ft?T 3Tfftft?3 efr ?TRT WcftJld feW 

^TTFn I” ?T^f ^ W^T F? “ft ftfa <$ Wft ^ajcPfRR eft a ryjlcH 3ft? 

^3T3ft ft> 3Tfftft?I' eft 7TJ2T fftfftFR?! fftRIT v4|k*J]| |” YTe? ??ft Wfftft ; 

fa ^T “ 8. RPldfa ?fftRTft 3ft? IftRRFT” eft WS 8.2.9 3 “ft?TT 3j jdH<^ 

fFn fa cfjTRT cjft ^TT 3RftcfRT RHIHifi eft fcHJ 3ffc ^ feTF t RH^chl 

5RR^kT ZTT inr^d IcfRn ^R] #1” c^ W^T W “^TTT TJ2RR ^ ^FTT 



WHTfW : a-TOTOOT 
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[ MPT 11—'Tgp^3(i)] 


ftr <m?\ eft M ^ 3r?%)cr wh$\ ft fery 3ft? ft?ft ^ fen? £ f^iftr 3 F: 

ff^cT FT Fc^F IftFT yfRT t I 


(ft ft?T “2.5. fcRRUT 3Tffteft!l” ft ^5 25.2 ft “fftfRT ftt 3Tfftft^ ^?T 3ttft 3 ?ft FTTftft 
% afNf^r ft - cTft? tF ff, ff ft 3 ttf?fft ft, If ftr d<F>Tci 3ft? wt ft fito 

ftlft ft fcT? stfcFT vjuftwif FF W eFTTFT FTT ^ft I” ?T<ft ft F?“ fftFRT ft 

ftftftg' ftft ftftr ft ?ft Rftft fftrFft ftftft ft ^ft? ^^i, «r^ 3ttf?ffftt f%, 
FeFFeT 3#? *jft^4 ft FFRT ftft Fft ^FR FFlft ft feRJ ^5cTFR RTF FF> FFT oFIM! RT 
?fft |” 1\Sf Flft^T I 


(iii) ’TFT 1F>' ft “ 41 c||U^H \3FTTft, 3TTftF? PiRfet^ (tftft HIFI ft ?jf F?ft TIFF 3ft? 

Fft FTFT ft 3ftftTft FFT ftlcl l ^H ftF PlfftfM ft fftftrW ft feR 
SFlFTTft I” fttft ft 3T^fPF :- 

(l) ^3 “ I?F? fgfeR FWlcft (FFftF cIMI^elH)” ft 

(^) ^ 3.6 ft “ftftt F ftf ft TTTF 3fl? 3TTFFFFI ft ft ftfftFT? FFJ FFT? 

ft 3ftft” Slftt ft ?FFT F? “ftft F eft ^ ?TTF 3ft? ftft ftfeT ft 

#SFT fFR Fnft FTfftT ftfFft ft TJF: ft<£(ftd F ft” ?F? ?ft FfTftft ; 

(TF) T5T5 3.10 ft “ FTFFTF 3ft? 3TT^cft FR?T: 27° ft.ft. ft srffteF ?ft ftft 3ft? 
TjftFF 31T3ft 55 jrfcTFF ftftt ” ?[ftT, 3TFft 3#? 3TSTft ft WF ?? “ FTFFTF 
3TTFft {JFRI: + 27° ft.ft. 3lk ^Fldl 3TTFft 55 fteRTF + 5 FFft” WZ Rl 
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IPautII—S ir. 3(i)l 


(*0 Wft 1 ^ WT Pl^fclRsld TTRrft 

“WH 1 


Piu^cIJUj f^mfui tf) fcTTJ ^ 3 vR’TR cpuft <J7T crfem 


Mt 

PlHfcHRsid cf) R|R JJT 3rftra> yfcl cH^l^cb 4lR 3FJ5RT <f^li eft 

3TtteR teSTT 


fcT^nFT efr 44H4J (^) 

'dTsbdl <$ (cf>) 


0- 5 ^ 

5^ 

0.5^ 

5^ 

3T 

3500 

0 

3500 

0 

3TT(R) 

3500 

0 

3,50,000 

2000 


3,50,000 

2000 

35,00,000 

20,000 

t (®) 

3,50,000 

20,000 

Ptf^dct fchki 

R t (^T) 

f¥?tm ^rf 

ftR R t (H) ” 


(w) 3 3 ^ ^ 3T#T 3TRT cTTcT ?T^t “3R ift 'HHMd: ^JcRT ?T 

cfr “CR ift 3RTFTRIH ^?RT ?t” ^ ^ | 

(^..) f&m cf?f jrfcrf^ (^) if 3TT 3 3Tp 3TcI 3E^t ‘1000’ <£ W R 

“ioo sgcfc” 3tcfj afR ^ vmpr I 

(II) fcr “ 6. W5M” ^ 6,4 “ yfft #5 # ^ WT 3 ^RTm cfc for vmoJTRft 

cfc d^dWU| cft fclTT 34ecjTlBeT ^T 3n^Tt wlMl^ei 3lc<El 6d cf>T WTPI fcfRTT TJTTcTT t 

cr^t ^wft sift? ftpftd ^ % PPPd f^rr ^mpn sfft aojPcr ate 3 snfte 

344(cW f^-jshPd 3TT€JT*ft 3 d^d fcTeRR irted RheOi ^ fcfRIT RRR |” c£ 
W^T R, “ Rft SIcebW ?U 3TTf# tflMl^d Sicced RT 3M-4h telFpRft c£ 
d^4WU| $ feR $ WT $ \3Rfte cfr feP? RTcTT t cf^T ^RTcpt tj $ 

afm> RPPd ate PPPd f^JT WTT I” ^ Rt RTRt 1 



[HPTU—Tg^3(i) ] 




(III) ^?T “ 8. Vic* 3ft? dTR PTWrcfr” eft ^ 8.9 if, “ efTW Wfcp qfa 100 ft. eft. 3 10 

^ 3Hftq> eft ^41-y PlPl^i efft qftft I WW $'v)cYH eft jcH? 
"’Rf 3Tlf ftt fcfftf&T qft ift ip qftift sfk 0.25 f.^/ft.cft. it 3Tqftq> qt 3Tcf: 
f^Teg R^t ft qqq Sftft I dTR qft cKJlfcicfl qq HlileRd eft feP? TJep viM^chl 
qqftjpq ?ftT I” afcffr 3ffr 3Tflft qq fttq fcp-qr ufTITTjT I 

(IV) wt i 73 ft, “ ^qftf eft ^tt^r ft (jfrfcrat affc fftftqftr q> 

ftft? fftftfe 3rftarft” ftH eft sftft- 

(3>) ft?RTq> 1 if, “ Wirew” ftft eft 3T?Jft 1.5 if, “ ^TST cpqft eft ftft ftftq- 
WM'<uf|t| ^JTXT ^ ft^qq vJHeltitr qpft ftt fcPJ ^fetqT3ft qft ftv>||$H fcpqT 
^T t qST ftftt ^TT3ff qft Pi Rid WT ft dlPldft qft RTnff 3#? vJc’TT^T 3 fk WfcF^t 
31T?qRR fft^FTt qft dlMcplft if Ppftt fftftq JTM qRu||q qft eFPTT ^PRI ftt vjqqft 
cT^Tef ft'Sdia qftqT I” ?T^f qt RH ^R, “ ^TST qqpft eft ftftq fctftq L|tL|fc|>juf| jj 

^TT^ R qWTq fftRcqft RTePSI qRft ft feP? ^fftqT 3 ft qft f%^TT^T fftR qq^T t qST 

ftft^ '??TT3ft qft PldPlcT ^ if HlPldft qft uplift 3fk fftftt fcRTRFqcFT qft 
Bcqrqq 3fk ddlfclcil SnYdl'Hd fftwft ft RTP if cTRT oTTTpTT I” qqt vSTP^rt I 

Oft) fal ,; ‘ 2. OTPR, Rf^PJT qRPT ftk <+»$cP|iH” ft ^ 2.1 if, “ vjMspp>ff if ^cT 
PlW^JT fa? fftq- qqftft” ^ ?8TFT ^ ^PT P i ^ t ju i ^ ^TS7 7J] 

jraTePT ^ leFq ^HHRd ^ if Pp^ qnrrif | 

(V) TTPT 1--TT if “ g^cRff Serf (ftpW, 3Tcf#q, Rr^I 3fY 3TTcRR^0 f^W ^ fcP? 

fcTPff^^- 3^5TTq” ^ areJPr - 

('^) “1. WT 3fr? OTfeR 5 ’ C^ 1.8 if “ 'Kplcki ?P^f ^ MV^IId “ ^TT 

\ 

TR 'Mi,Rid Wff qq, ^Tt sfpT ^fj ^cp^ cJTcft 3flY Repil qTeq- 

\JfF% yfTqif I 

(^l) ^1 “ 3. RfddRi cpxidi'” c^ 3.1 if, “ f^Plifu|cp|^ cpiRcp -ddild ^ ^-j^qTJi cpt 

^Tcp% ^ ferq ik-qq^R ^ff^q cpr Mpni 1 ” ?TRf wq qq, “ RRdfu i cp Rf 

cPTf^cp ^ 3Tiff§RT St, ^cqR ^ cpt ^Pk $ feTq iR-qq^ %f%q cPR 

qsiR I” ^ ^ unryit I 

(VI) qpq m if, “ >HiiRd> ddiicil ^ qrs?T Pri^feRrt (q^tq, qqsq, ^e: Rrw, effqrq, 
qRq, < 5 RRq qr^gq 3fk ^ ft ddiiq) $> RPipRi c^ fay RPiR^ 3fifnrf” c^ 
3t^H- 

(q^) ^S 2 if 3TfrR dTR WT if 3TFt “ qcfrT if ^YHdH ffir I” ?T^f qq effq 

farw qq>RT l 
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(*3) ^ 5 “ fxrsr i\ st sn sssts ^ st ws sr 

“viM^cra to i wmR sftr TTPTtft sit vdqiiVi tor wiw i” ^ s& srsRt I 

(VII) ’TFT 2 3, “ SSS 3ltT MTR <rft 3T%ST St 3ltfH- 

(3T) ^S 1. STFS fWcmt *t,- 

(si) ss (i) #, “ ftfsiss 3tk ssttr (tctsoRt t^Ir)” test st ^ih st, 

“f^lf^FFT 3ttT tsm 2si Uft 3lf£pTRS: TctScRT T^tcT ITT ftl# 3RS F-I^Rld TTFElft 
st Ft I” ?rs t^ Tsmt^r i 

(El) SS (2) 3, “ v^F StSeft” ?T^t St STSTcT “ T£deKH*£)d 3TTSTR” TES 

3TcEWRd fcbk; 'Jll^' 1 ) I 

(s) SS (8) 3, “ (fcT^TT £RI SlfoET)” sfft chinch) SS cits fcEST STERE I 
(s) SS 8 St TT^ncT “ 5Rl” TfH St 31#=! (2) St STSET PlHielRsid SltST 

writ 3121k :- 

“■ferSR - FTT SFT % 3Fpi%I &S St mV 3 stflSTT 1 WTS^t, 2002 <£ SFot 
'{Id'd^lfd §cul^4l Sit cTF^ Fl^tt I” 

(3TT) $TT 2. gWcff SS ftffifcTST 3,- 

(i) SS (1) 3, “ ftfsWT 3fft SFTTR &E (^doRl T^tcT)” W St WS ST, “ ftfsW 

sftT SFTTR cTSI (T^ScRT R^teT) ST ftlTft 3RS TEJ^ET 

TTFTltt St Ft” TES T& WRt 1 

(ii) SS (8) St SWcT “ SR” St 3EfrS ^ 2 St SSSTS PlHfclR§S HTtST WRTT, 

3Rifs :- 

X 

‘‘f^nTTJT ;- fTT SFT ^ 3PpRftS StS St TTSS A 3EtetT 1 WETft, 2002 Tt SFcT 
x’fa'E^d ^cbl^dl Sit REJ Sf Ft I” 

(F) ^THESI 3.StfcETT 3,- 

(Sl) ITT 3 St STTS‘ 3, “ StcfT sRT^r STeft S#S” SE*$ St WS ST, “ STeft TT^FE 

sstts” TK T^ WRt ; 

(n) ^ 3.1 ^ (si) S>t SS (4) *t, “ itjofeT” ^ $ WS ST, “ ^SctST, RFT ^ 

3T^TS Ft” sl sns^f ; 

(s) ^TT 3.1 (^1) S^t SS (5) A “fteE SS” SRSt St WS ST, “ffes 

S^taiR SS, SIFT ^ 3Rtf^IcT Ft” TES si RTRt ; 

(S) $TT 3.1 ^ St 3T#T ^F (s) Stt SS (6) S> SSSTS Pl^lclRgd sfPFT 

STTRST, 3TSTtcT I- 




[JHFT [1—~.(i) ] 


MTTcT W TT^m : OTW 
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'm 3 3n^fk sr? ft 3 3T^r$rr i 2002 ft ^ 

^cfTT^fr ctfl cTP^ ?nft ;” 

m % 3.1 ft Ste (?) ftl ^ (i) ^ “4^ ftz$T ^ £ WEfTeT, ^tcr 

V 

STT^r 7JT -qfr# 3RT ^jftRT WRlft” ^ 3ra:^5JTftcT ; 

C^) taT 3.2 % “ St?” c^' 3T£ffa 3TcT 3 ^PRfcffecT 3RT:Wf^cT f^JT vjflW, 3T?fa > 

> ?? ?FT 3 OTJ’t'ft? Sfa efr ??? if 3T^5TT 1 uMciy), 2002 m>ef 
^ehl^4t eft eTnj ftft I” 

(^) ta 3.4 3, “ /ftatafa” ^ cf>r cik ftair ufirpn I 

N 

(?) ta 4. 3 

(i) ta 4 eft (5) 3 “(f^cT gRT ^ifelcl)” ?I^j eft f^T ftal ; 

(ii) ^ 4 ^ “ft?. - ” ft 3Tft? 3RT 3 f^iHfclRdd 3T?:WftcT ftalT v?IH^ | | t 

arafa :- 
\. 

“fei^q-^FT 'JTFT ft 3T^frJI ft? ft ftftl 4 3ft$TT 1 vFTta, 2002 ft 

w&ft ftr cfpj tat ftft r r 

(i) ta 5. ftRJe* : ft 

(i) ?? 2 ft “(afttand: 3Ttadlfeld ?T ^tllfeld WT tatft)” ?ftr c|7T cfPT fftTJT 

uTT?ri7 ; 

(ii) “ft?. - ” fttft ft 3Tftt? ft? 3 ftaifeiRgd ft??taftcT fft?T ^rT^TT, 3Rjf? :- 

TTFT ft 3Tjtat? ft? ft ft?g ft 3TftsTT 1 3H?ft, 2002 % 'qta 
^^fKT ?phi44i‘ ta cipj; tat ftftt i” 

(?) ta 7. tataidfftcb fftfftftft : ft 

(i) “ft?. - ” fttft eft 3T#r WS (2) ft WeTTeT PlHtftRsId 3TcT:^arrfcIcT fft?T 
3T2rfcT :- 

V 

“f^iRT-f^T ^THT ft STjtat? ft? ft ftftl if 3TftsfT 1 tJRta, 2002 ft ??ft 
^T^fKT ??} 1 44)’ cTPJ ^ ?Rft I” 

(^) tarn. OTta? ftRRigr: A 

(i) “ST?. - ” ?fH efr 3?£fR ^5 (3) H*d!d PtHfcHfed 3RT:^9TTf^ %7TT 
gtsjIcT :- 
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“feuMUJ-cTxfr ‘HPT % rf rffST rf 3rf$TT 1 PPPlrf, 2002 rf ’T^ef 

fcfirfrf erf oTT^ prfi trfl I” 

(viii) ^ 3 1TFT 2 ^ TWRT RhIcIRScT yfT 5 T W^TR, 3TSrtcT :- 

“rfapR 1 ^ 3T3^rf rf^oT rfrfM $ ^fcRPI ^4 4* fcR cPK<aHI hR^' 3lk TTFrft, 
rfrf? rffc ctstt ^ sTfrf^rff rf fcR ywrRra rfpj wz ^^j^tcpt ^ feR 
wir^i RtPiRte 3T^ranrt fcrf%cT m$\ % l ^cf> ^RiRcki, 3rfrf?rrf $ ^ 3t^t 
erf rf t rfrf fcjr ^TPPT sfft 'irf^frf >H£lRlRbrf T IR 3ik Mfcrfrf RlRborfil rfrf, 
rfrfrfp rf ^TRrf ^JcT, ^ ^Mrfeb/rfefiPlcbcH "frfRRTsPJi, 4qiRl<fcf4^ 3frf 
3TrfsPHcfT, frjrfxrfrf ^f^PJT, ■slvlvjl rf ^ W 3frf \3>rf mR<4vI efrrf M u llfo1<4l, 

fcRTfEPTcfT ^c2 l Rrf3PTcI, rf^4 rf fcfrfrfcf eperf TTFTfrfrf rf^T 

M^RjRb^Hi rfrfeB, rfrfftrf /rf 3 ^: 4f4PT 3rrrf, rffrf 3P^£rf ^ 

^ rfPTT TOT t i TOTf^jft, 3F£$m 5flterf ^T m Sf^rf^T 

ElrffeRlrf rf RTTT, 2lf4 iSTTerf W TO t fcf> TOIlrf cF?[ TT^rfcT TOT RPihU 
rfrfPTTcrf rf rfTTO erf SJTR 3 ^ rfk rf?3^ rfp[ ^rf eRef eRpnrf rf rfrrf 
RR|t<i RPTef erf nRf&lfM % Srf^nrf erf ftlf^TeT ^IT iReifdd cfvPTT SlN^ef, t, 

rfrfrfrf rf trf epff rf TTO rf STJ^jrf erf srfawrft virfdRd ^rrf efR 3frf 
rfPlrfd] erf TJP^T 3TTcT?iJch \jrfcTM cprf rf rfn? rfrf?T irf c£T rfR TOTTOT cfv7 
fcT^ «rrf e^ q^did rfrrf^rfi RPirfdi erf 3 T 3 RWT tst^pt efrrf crt 

ferfcTT[Rr^R ^ I 

rf.uqui -2 3[ 3 ^rf erf arfsrrf rfRrfrar erf rf i ppr^Rt, 2005 rf efpj #rf, 

f^lrf 11 feUi«K 2001 rf 34 rfrrf^rff eRT RlPlrfui cfrrf rf fcT^ STJsTRT frfqi W 
t I” 


[Tfif. TTg.-l 1014/7/2003-41 HtiJ.'P'T] 

Ttm elqfd 1 !!, 


fia|U| ; T|^f^WT^^3Tf«rq5TIP. t3TT728-10/45-1i^. (1), Tint® 21 RwHT, 194S SKI vwifvicl %tJ.-T1T «1 3fR^rti 3T%P 
TPitipT7TT.^I.f%. 1132(31) TTTCte 15 31^pR, 2004 SRT f^IW «1T I 


ministry of health and family welfare 

NOTIFICATION 


New Delhi, the 8th November, 2004 

GSR. 738(E) — The following draft of certain rules further to amend the Drags and Cosmetics Rules, 1945, w hich 
the Central Government proposes to make, after consultation with the Drags Technical Advisory Board, in exercise of the 



[HPTII—T5PJg3(i)] 
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powers conrerred by Section 12 and Section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published as 
required by the said sections for the information of all persons likely to be affected thereby and notice is hereby given that 
the said draft rules will be taken into consideration after the expiry' of a period of thirty days from the date on which the 
copies of the Offical Gazette in-which this notification is published, are made available to the public; 


, f 2 An - V ob J e |' tlon or suggestions if any, which may be received from any person with respect to the said draft rules 
before the expuy of the penod as specified above will be taken into consideration by the Central Government which may be 
addressed to the Secretary, Ministry of Health and Family Welfare, Government of India, Nirman Bhawan. 


DRAFT RULES 


(1) These rules may be called the Drugs and Cosmetics (.Amendment) Rules, 2004. 

(2) They shall come into force on the date of their final publication in the Official Gazette. 


(ii) 


In the Drugs and Cosmetics Rules, 1945, in Schedule M,— 

® lieriake^ o,he, manufacturing activity sha,. be 

except in respect of units licensed prior to llth Decemte, 

PraCU “ S Premis « »"<■ ““-ale”, and sub- 

(a) In paragraph “3 Production area”, in clause 3.4, for the words “creation of recesses” occurring in 
the first sentence, the words “accumulation of dust” shall be substituted; g 

(h) In Paraph “7 Health, clothing and sanitation of workers”, in clause 7 7 for the words “clean 
towels, hand dryers” with the words “clean towels/hand dryers” shall be subbed; 

(c) In paragraph “8. Manufacturing operations and controls-”, in clause 8.2.2 for the words “The 

’ “‘fr “ ^ demonstrated with ^equate records of maintenance and 
; h d The effect,ve se 8 re gation of these areas shall be validated with adeouate 
records of maintenance and services. ” shall be substituted; q 

(d) In paragraph “S. Manufacturing operations and controls”, in clause 8.2.9 for the words “There 
shall be segregated enclosed areas, secured for recalled or rejected material and for such material 
which are to be re-processed or recovered. ”, the words “There shall be segregated secured areas for 

IS-:™ ma,enal ^ f ° r 5,1011 ma,enal which arc t0 bc re-processed or recovered.” shall be 

(e) In paragraph “25. Distribution records”, in clause 25.2 for the words “such that finished batch of 
a drug can be traced to the retail level”, the words, “so as” shall be substituted. 

(hi) In PART IA. under the heading “SPECIFIC REQUIREMENTS FOR MANUFACTURE OF STFRTT F 
( j ) p UCTS ’ PARENTERAL PREPARATIONS, (SMALL VOLUME INJECTABLES AND LARGE 
VOLUME PARENTER4LS) AND STERILEOPTHALMICPREPARATIONS”.— AR ° E 


(D In Paragraph 3 Air Handling System (Central Airconditioning).— 


233>7<tt l U-/— z 
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(a) in clause 3.6, for the words "Grade C background and if necessary, under Laminar Air Flow work 
station", the words. "Grade D background and should be handled in such a way that they are not re- 
contaminated” shall be substituted: 

(b) in clause 3.10 for the words, figures and letters "shall not exceed 27 degree centigrade and relative 
humidity 55% respectively.", the words, figures and letters /fail be 27 4 - 2 degree centigrade and 
relative humidity 55% ± 5, respectively/', shall be substituted: 

(c) for TABLE 1 the following table shall be substituted, namely :— 

"TABLE 1 


The airborne particulate classification for manufacture of sterile p» oducis 


Grade 

Maximum number of permitted pa Hide 
metre equal to or abo\e 

s per cubic 


At rest (b) 

In Openiiion ( 

0 


0.5 pm 

5pm 

().5pm 

5pm 

A 

3500 

0 

3500 

0 

B(a) 

3500 

0 

3.50.1* ft l 

2(XX) 

C(a) 

350,000 

2000 

35.tXf.UOt) 

20,000 ■ 

D(a) 

350.000 

20,000 

Not defined 
(c) 

Not defined 

(c f: 


(d) in TABLE III, for the words, occurring under the item Grade C. "usually at risk". the words, "unusually 
at risk" shall be substituted: 

(c) in the entry (b) of the Notes:, for the figures ' 1000' occurring in Grade B. the figures, letters "100 
turbulent" shall be substituted. 

(11) In paragraph "6. Sanitation"—, in clause 6.4, for the words, "where alcohol or isopropyl alcohol is used for 
disinfectants for use as hand sprays, the preparation of the same shall be done m bulk preparation area and 
the diluted solution membrane filtered into suitable steril containers held in asceptic area", the words, 
"where alcohol or isopropyl alcohol is used for disinfectants for use as h.iiui spia\ .s, the preparation of the 
same shall be done in bulk preparation area in grade C” shall be substituted. 

(ill) In paragraph "8. Water and Steam Systems-", in clause 8.9. the words, figures and letters "The steam 
condensate shall meet microbiological specification of noi more than 10 efu per 100ml. The condensate shall 
also meet IP specification for Water for injection and shall have an endotoxin levels of not more than 0.25 
EU/mi. There shall be a suitable schedule for the monitoring of steam quality shall be omitted. 

(IV) In part IB. under the heading "SPECIFIC REQUIREMENTS FOR MAN UFACTl; RE OF ORAL SOLID DOSAGE 
FORMS (TABLETS AND CAPSULES)— 

(a) in paragraph 1 under the heading "General-" in clause 1.5. for the words, "where the facilities are 
designed to provide special environmental conditions of pressure differentials between rooms, these 
conditions shall be regularly monitored and any specification results brought to the immediate attention 
of the production and quality assurance departments which shall be immediately attended to", the 
words. "Where the facilities are designed to provide special environmental conditions of pressure 
differentials between rooms, these conditions shall be regularly monitored and any deviation shall be 
brought to the immediate attention of the production and quality asstnance departments/' shall be 
substituted; 

(b) in paragraph "2 Sifting, mixing and granulation-'' in clause 2.1 afterthc word, "extractors'/ the words, 
"or in a dedicated area for each operation," shall be inserted. 

(V) 1 n Pan IC. under the heading "SPECIFIC REQUIREMENTS FOR MANUFACTURE OF ORAL LIQUIDS 

(SYRUPS. ELIXIRS, EMULSIONS AND SUSPENSIONS).— 

(a) in paragraph " 1. Building and Equipment" in clause 1 . 8 , after the words "stainless steel", the words 
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or any oilier appropriate material which is scratch proof, washable and smooth'' shall be added at the 
end. 


1 b) m paragraph "3. Manufacturing”. in clause 3.1. forthe words "Manufacturing personnel shall wear 
non-fiber shedding clothing to prevent contamination of the product.", the words "Manufacturing 
personnel shall wear wherever required, non-fiber shedding clothing to prevent contamination of the 
product shall be substituted. 

VI) In Pin fD. under the heading "Specific requirements for manufacture of Topical products i.e. External 

reparations (Creams. Ointments. Pastes. Emulsions. Lotions. Solutions, Dusting Powders and Identical 
Products) - 


(ai in clause 2. the words 1 he air shall be ventilated" occurring as the last sentence shall be omitted; 

( b) in clause 5. for the words, "No rags or dusters' , the words "Suitable cleaning equipment and material" 

shall be substituted. 

iVi!) in Part II under the heading "Requirements of Plant and Equipment"._ 

(4) In paragraph 1. External Preparations.— 


(a) in item (1). for the words. Mixing and storage tanks (stainless steel);” the words, "Mixing and 
sioiage ta nks preferably of stainless steel or any other appropriate material. ”, shall be substituted; 

(b) m item (2). alter the words. "Jacketed Kettle", the words. "Stainless steel container” shall be 
inserted; 


(a m ilem (8). the words, "(Electrically operated)". shall be omitted; 

(d) alter item 8. under the heading "Area.—” after clause (2). the following shall be added 
namely:— 

Nole - The requirement for ancillary area in tills part shall not apply to units registered before 
1st January. 2002. . 

iB) In paragraph 2. Oral Liquids preparations.— 

(0 m hem (1) for (he words, "Mixmgand storage tanks (Stainless steel)” the words, "Mixing and 
sioiage tanks (Stainless steel) or any other appropriate material.” shall be substituted; 

Ob ’^ic^iiein iy) under the heading "Area.—”, after clause (2). the following shall be added. 

"Note—The requirement for ancillary area in this part shall not apply to units registered before 
1st January. 2002." 

(Ci I n paragraph 3. Tablets.— 


■a) in the opening paragraph 3. for the words, "tablet machine”, the words, "tablet compression 
machine shall be substituted: 

(b) m para 3.1, m clause (a), in item (4), forthe words. Granulator”, the words "Granulator wherever 
required shall be substituted; 

(c) in para 3.1. in clause (b). in item (5). for the words. "Dissolution test apparatus.” the words 

Dissolution test apparatus wherever required. ” shall be substituted. 

(d) in para 3.1. Under the heading "Area,-”, in clause (d) after item (6), the following shall be 

added, namely :. & 

' Note. — The requirement for ancilla ry area in this part shall not apply to units registered before 
1st January. 2002;”; 

<o) in para 3.1 in clause (d). in item (i). after the words "jacketed kettle'’, the w ords "stainless steel 

container or any other appropriate material” shall be inserted; 

<M in para .3.2. under the heading "Area.—”, the following shall be inserted at the end, namely:_ 
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“Note.—The requirement for ancillary area in this part shall not apply to units registered before 
1st January, 2002.” 

(g) in para 3.4, the words ‘ /dispersible” shall be omitted. 

(D) In paragraph 4. Powders 

(i) in para 4, in item (5) the words “ (electrically operated)” shall be deleted: 

(ii) in para 4, Underthe heading ‘Area.-”, the following shall be inserted at the end, namely 

•'jvj ote — The requirement for ancillary area in this part shall not apply to units registered before 
1st January 2002.” 

(E) In paragraph 5. Capsules,— 

(i) in item (2), the words “(preferably semi automatic or automatic filling machines) ' shall be 
omitted. 

(ii) under the heading "Area.-", the following shall be inserted at the end. namely :— 

“Note — The requirement for ancillary' area in this part shall not apply to units registered before 
1st January'2002.” 

(F) In paragraph 7. Opthalmic preparations 

(i) Under the heading “Area.-”, after clause (2), the following shall be inserted, namely 

“Note.—The requirement for ancillary area in this part shall not apply to units registered before 
1st January'2002.” 

(G) In paragraph 11. Parenteral Preparations, — 

(i) Under the heading ‘' Area.-”, after clause (3), the following shall be inserted, namely 

“Note — The requirement for ancillary area in this part shall not apply to units registered before 
1st January 2002.” 

(VID) In Schedule M, after part II, the following shall be added, namely :— 

"Note I: This Schedule gives general and specific requirements for factory' premises and materials, plant 
and equipment and minimum recommended areas for basic installation for certain categories of 
drugs only. There are, in addition, other categories of drags such as chemicals and pharmaceutical 
aids, gauzes and bandages, medicinal gases, empty gelatin capsules, non-chemical/mcchanical 
contraceptives, diagnostic kits and reagents, medical devices, new dosage forms and their delivery 
systems, disinfectant fluids, antacids, raw-materials manufactured from sea bittern, veterinary 
biologicals including poultry vaccines, re-packing of drags etc. which are not listed in this Schedule. 
The licensing authority' or Central Licensing Approving Authority, as the case may be. in respect 
of such categories of drugs have the discretion to modify the requirements of this Schedule, if he 
is of the opinion that having regard to the nature of the products and the extent of manufacturing 
operations and for reasons to be recorded, in writing, it is necessary to relax or alter them in the 
circumstances of a particular case and direct the manufacturer to cany' out necessary' modifications 
in them and the modifications having been made, approve the manufacture of such categories of 
drugs. 

Note II: The requirements of this Schedule shall also apply to. the manufacturer licensed to manufacture 
drugs prior to the 11th December, 2001, from 1st January 2005. 

IF. No. H-11014/7/2003-DMS &. PFA1 
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